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100 mg (LA C32H3:BrN20, 1)
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EERA U
A AR BT E S FiRYT (DOT) .
A AXAE 5 H AT BT W 25k SR T T AL
RS H 251 AR P AR A o
FAZRT AT
A VB YT 2 BTG ZEEREC L E B
GIRTRE, SREUTUAEIZ o BT I 4 B AR T SR YT (M 25 BUB A= 6
TREER
MBSk
JH- g
BREVRIT VR
ANz 5 2/ 3 Pkt MDR-TB 73 & B MR UK I 29S0T . R %3k
RSN R, APKEAR S S D 4 PRl eSS MDR-TB 43 B MR BUR K 23k
BT . ZREARMBH AL TTER.

A HOHESE R B 400mg LAk, &H 1%k, FHZ 2 F: $k)5 200mg, & 3 %,
2 (B RIRZG /0 AIRG 48 /NBP) 22 i CYBIT (RS R st a2 24 D

A EIRIT SRS R 24 JH . ERINAITT B IRE A IR A 2 2 &
H AR 24 JAZJE VOB ZE A fh DERAARIAIS . Al AR B AR DL A D) 2 4
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W% (BRI IFAREIE R IR 2575 %) o A 3 i, WsRikk 200mg 75,
BE R RIRIRIRAFE, ARIG2RsR R 3 IR 2575 & .
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ST AT (B %, ChildPugh B) St h A BA 22 R E 12
BRCER (B0 UBRENIIEY ) A T BB b A o5 5 A 7 7 AT 7
AL R T T AR B b A T, RS B B v 2 328 KT U
A ETA . O SRR B ST AT AR (2 0 DV )

B E

R T W T R E AT S T AT T S, DA B S 25 R
HERTRARA (<0.00106) . 68 B Fh R 5 1) 8 28 R 5 B AT AR A A
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L i 0 B T T S W R I 2 A0 5 £ 8T 2 e S B
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R I R TE A& AE A ROAN R 26 AF R BEAT (1, FT EA— T 25 W) PRWF 72 F R B AN R
SRR A RANGE BA%RS  — R 2 I R WT 78 P A RSB R 2B A AR LR, AN BE S
PREZBRIE LR B AN BSOS AR

A AT S HA BT B AT 2 S N (S0 THEHED ) - 25K
A 25 A7 15 B UL & B A RN

A S RIS RSONAR BORIR T 335 il Fcda e I M 25 8 i (W7 2) A1 24 J4 (At
7O LA 3) M A MEEUEE. B 1R 2 RIEFZW I 2 2iii4i % (MDR-TB)
BEPIATIRENL. XS . AR . RN TS, BB A B R
(¥ [RI A B 2 oAt v 77 MDR-TB (92454, W78 3 & — TR It 7, X BEAE
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FERTSE 1 1, 35.000 9B N, 17.5% 9 PEBEF N, 12.5% N H A, 9.4% NI, 25.6%
RHANF . A G LI 8 41 3 (10.1%) ARG 7 4H (1Y) 16 1 i35 (19.8%)
YT HIV. ARAasT A 741 (8.9%) BFMLZEGNGITH 6 4 (7.4%) #& T A

RSS2 R H A 1.
F 1 BEIT 1 oh TUEWERRAEL TG T 3 1R R AR AT SR i 22 R A I R R B
R VIR 4 ZRFNGTA
N=79 N=81
n (%) n (%)
Tl 30 (38) 26 (32)
KATIH 26 (33) 18 (22)
B 22 (28) 10 (12)
ik 14 (18) 9 (11)
Ji0Fn 9(11) 6(7)
AR 7(9) 3(4)
R 7(9) 1(1)
a2 6(8) 3(4)
ML E Ay BT 2(3) 1(1)

UL RN RRRE AR R, AST (TARME LRSI THa. ALT
(HEBE LR Thin. FFRSTHR AT IIRE R

JEXF HEPERF 7T 3 v oA R I H AR IR 1 2 AN R DL o
FEWTSE 1 A 2 oh, HeaEbglam a3 AIEWE ERRAEN, 78 Dk MG T 4H
(11/102[10.8%]%F 6/105[5.7%]) H ELTE 22 BFIEYT R AL A E . 7ERTFL 3, %

ANVRYT WIIA) 22/230[9.6%] £ 2 ) T4 2 IR 2 4 A M el R A s IR = e g IR H b
PR 3 fE LA b

SO AN

T 1, HREANGITHAMEL, AR H S 120 KT M AFES T %
M2 S [979 (11.4%) 5 2/81 (25%) , p{E=0.03, 95%E(5X[I[1.1%, 18.2%]]. A
a7 R 9 BB TR AT T i) 5 G AN 2 B FNE ST AL ) 2 BIAE TR 5 S5 A K. 1R
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http://baike.baidu.com/view/1417341.htm

AaiayT I 24 FIAE I 1 BT, FR 8 132 R AR A A il 2R AE T 1) A s ]
N 329 Ko TCIEMRBEMAR LT ZE R, RWEERNZIT SREFREN . Bk HAhdt
S5V BURAE . HIV RS B P00 P B AR 2 2 A AF AEAH G

FETFIEARZERIEFE 3 1, 6.9% (16/233) ZAE AT, WFFLE ik 15 i ik RSB T2 J K]
e ffigitz (9F) o Bk 1HIFE T2l E s, 2R E AR EE K. K
RZRF ST R RIRZ

[(#R]
XA LA/ B il AR T ey i O 25

[FEFH]

FEIGPRBT ST C208 A1 C209 1, BUA i A dhinTriid 24 J4 (1% «

1. BHEAR

FE— T EF RS (GET 120 FVIILED , BRI G T A A0 T XS
(9/79, 11.4%) W BHGIT4L (2181, 2.5%) Hiln. 7F 24 A M AZWINE, KET
1EIBET. TR AT 2R . RWEINZIE T SRR Bk, HAhfiss
AP IEURE . HIVOIRZS B i ™ AR [BAFE A G . R HA R SRt A A
RENRIT T 0, AN (20 IARKM] D .

2. QT K

A FIER QT (A1, FEIRIT AR Z BT LAACA SGYT TG 2 Ja 2/ 2, 12 H1 24 )7
i, NPT O ERA (ECG) o FEZKMS NMATIIME S F5AIEE, JHER W HEATA 1k,
I QT I, MNBEAT AP (W IAR KRBT A LM EAERY D S
A il AR AE BB S OV R B I R AR O UREBE I S8 2 AT B AT

BB RBITR, T HME ST QT [RIMIAE K ) UK «

o SHARE QT IR ZIM R MR, ELFE R R S A R N B SR HT R 257 LA K

Lo BT 25 W) S0 145

o R AL A = ML) I R S

o RMK QT LEAMER L

o FOIRART)REJAR B s

o SRR T B



o RAREE IS
o MIER. BRI T IE WA TR
WL, AR a5 KRG THfil AL O B I 2 S5 AT DA R T 645 A i

B ML R BN BL,  RAS AR S RIET R A K QT IR 24543

o FAAMGIKE XM= O H

o QTCF [a#>500ms (£ #HE ECG iFsk)

IR, BT ECG K& LA QT K AEHL.

3. M

55 F AR IR A R A% TR TT 2 EL, AR I IR A 25 A% 7 2 e 4 s 1
FERRAH S I 250 A RS BE 2 o IR PRI AR o5t R RS G R BN £ YR PO AR A0 £k FE L A
IFEREEZG Y, JUH AT ThRE 240 B

SELRI . VA T AR H Ik DR R N, IR (B sy . R, Bl BOE.
SR FFERAF L) AL = 2a (ALT. AST. BRMEBFRREERIHLI 2 o Wigth
IR Ty Bt 57 5 ST Th B S AL IR . HEAT 05 3 PR AT 284S 00 F: ELA5 P oAt 2 1 24
Pho G R B LA B0 5 R A

o LRI BE BB KT CT 2 £ I PR

o LEETHEKT 8 5 IEE {H B

o ERTHEKT 5 EIEE [ ERRIFRRSAEE 2 UL R

4\ ZPIHEEAEF

CYP3A4 F5-Z77 #i17)

DlikrEpkiEN CYP3A4 HEATAM, BILfES CYP3A4 F SRR, He b
P SORITYE R AT REIRSS o DRI, TEAR AT IR, N3G 9RAL CYP3AA #5351,
AR R R AR RS T AR AT Birh 2% CYP3A4 i 357, flinikik+it,
BATHECH] (W LAY EARRT D .

WA 5 9 CYPIAS H 77 I FH IR RT fe 38 o DUk ma bk p) 4 B % 85 B, 1T ] BEXY
IR AEAS RN AR o DRI, AR 20000 F IR0 va o7 SR as A XU, 3B Sk A it 15 4
5 H 25115850 CYP3A4 HIIFAELL B 14 X (W (AWM EAERT > o @Uo
AR SR BIAS R B REAT 38 2 B 1 R o



5. BEFH

(2 A= 3 e A A ] 15 R i 24 o R B PSR T PR AR i B

FEE A BN

A S AT RE AR AE DA PR BN RN AETD L O W A R . kAt
fEFA S AT RE AR LU HAA R RBL: Baly ST Sk MyEm BT &, .
Mg EAEGRAN/ER R 2 . (ARSI, R AE R EAA A A DA I B> R AR A R
ST ATREE

HIT ML

A 255 A T5 W HARATL > BT W 25 a N, HZUORFREEAST TR AR A o e R
B 58 AT IR BIRIT AT BE S BURYT A RERRAS, 350 H 70 BOFF B A 2B 24 1) 7 BE
P, DS I AS it A T B 25 JC R IR T i O T BEAE .

WRIBITHISE 1~2 sk —7), SEAADAEINIRAIFE, TN 4REE W 42
Ti%. W 3 e, iRk 200mg FIE, B4 BE NS RIRARAREITE, SR)5 4%
SRt 3 I 24577 %

A 5

ENTVIESH /|Gl E

5P AN A 2540 7 R

SR NOEE SR . SN IRE VORGP EE M 2 B 2 7

FREAE T L FH AR TR 7 T 5 260 2 T TE A JIR S 0 At 2 P RN A B IR v

6+ X EBAERAEHUREE /1 RIS

AR (B0 2) FTREFZ MR 25 B BRI RE /), BRI AR i ()3X — RO
BEATIEWT T o N SR A SR AR R P A i B B A AR Sk, AN S B R A LK o

7. HoAih

HETILEAZERLL.

(28 kAL HE]
EIRE Y
TR B 2.
FER BRAN R G P EAT (0 AR FE T 78 LR WA DA M S BUIR A fE 35 (RIS - AEIX2E

wEger, KREREHM MR RFEE (AUC) EEARR 2 . (H2, BAEEYRIE Lt
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177857 B Ag X IERIAIE TC . RO E B F0 A BE TNt AN A SO, B BASE iR 3 1]
W LA IR T ZE AR o

VT 2 P2t
I 1 T A S 00 2 75 T 40 Wit A RSV, B K B 92 EL 2 %28
AT 1E R R TR AR

FERBA, DUAMEMR L 1~2 FRIG AR E (BT AUC LEBD 425, FLit AR
IR PR P2 g B A I 3 PO WL B B IR FE ) 6~12 fi% . 7EREDMIRIFLIIE], SXITRA B
HAEG, %l AL FLH A 0 A L FAIR

HI T3S BEFLMR IR A 22 ) LA T RE R AL AN RSO, DRI b b OB B LR IR NS 28 )L 2
Wb K ZSET TR BRI s AL, DLk e A2 1545 1L B AL TR B LA IR T

[JLEMZ]
I AR E A A AE ) LRHE A P 0 e AR 2k

[(ZHERZ]
BT HHEA IR, AREHRER 65 5 J2 DL 5B s AR i (0 40 2R 22 S AR 7 UGS o

(4 EAER]

1. CYP3A4 BES7#HIF

A5 CYP3A4 5 SR FIIT 255 B AT REFEMC, 5 CYP3A4 Sl 71k A 2 &
A AT

CYP3A4 #5577

H T DUk bk 4 B 22 5 B PR AIC AT e R BUT RPRAS, PRI, 78 DA MR FH 24 39 1)
I i R CYP3AA 1 HIBC & I 20, BlAnFIARE 228 (RIART-. FIARIET FIF A Aii
1) BB TR CYP3A4 FFFIBM (2 (448317151 )

CYP3A4 #i57

F T4 5 5 R BN 3 B0 RS B TS 7E R, L 8 4 DLk g Wk 5 R A
CYP3A4 skl 5], 51 i e et B A iy SIS SRR I 14 K, BRAlRIRYT IR 28 i XU
(W LRI D o BEUCHA R AA RS HEAT 18 24 A 1 PR i 0

2. FAhHUEAY

t



5 At K P 0010 A 75 S50 S JOR s ot R Pt f 47 711 2

{E—T0 MDR-TB S35 BT 1) 2 BRI IR PRI T, AR S8 B A o 2 e
TEE. RIS R, MERRBENG . SR R B 2 SR 2B )y 5 = A R

3. PIEHEFIRBLY

T VLA Tl FIFEASF

WA HIV 1 MDR-TB LR gL S B & FH ILIB = (400mg) /FIFEIR
(100mg) FIA G G R AR, 24 5IEUCHF/FFEB B R A A 2N, HAARR, JEHAX
FEFR S I A A (20 DERHEH D .

FHHT
5 HCPRNN A R UMM AR S (B0 LARE %] )
kit

736 G DA MR AR % 56 B Hoft b &% CYP3A WS AIFRIR AL (S0 D=
) .

4, FEK QT [EHKZ )

A T3 D35 P R R ] R WA 24 40 A AR T FRORIE b, DL W IR R B 5 22 Y 45 245
BURA 2 ke 2y, X QTe A48 TR, 24 DA HEm 5 AR ZE K QT [MH A 254
WRERZNT, WD T BINEWFEE QT ZRAFH

WHFE 3 vh, 28 24 JE I 35532 S5 W AN DUB B Y 17 #3210 1) QTR P g K
CHIBCT R T840 09 31.9ms) BT R 45 52 S0 55 WA AN DLIA MM 32150 28 24 4
) RS T BRI P38 9 12.3ms) o SR DA ek 5 HA 18K QT [ 24547
(7 A st P o 2 S FRL S, SR 7 A ) S P OV R B Qe (] Sk i 500ms ik
&, SCRMEIEMERAN (B0 (4408 7241 M EEHEI D .

(ZYdE]

BAA M SRS B IGTT 4% KAEBEEESN A BN, NRBGCR
SR IIRER)—ctE i, S RNAE G AL ECG (QT (M o mIEIE TR KT
B T AR BT 0 DA IR oy DUA MR R B R O B 5 5, 3BT A K AT RE 2 2T R
I 5 Y DL A AR
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[R5 ]

TEFTS WU B E R A% i 24 58 3 Th b AT — U BRI TR BUE  BEALIRES
T Frf BFBG A 5 M AT B 259 (N, Zmim . RIRER. it
R AR TD AP 22 SRR Ry S5 B B At #5308 ) 7697 MDR-TB 3£ 18~24 A H 5l
DN RGP 12 4 H o Bz 4, BEBENEZ 24 JA DUk 25 (7l
B 2 i 400mg, HH 17 # Tk 22 A 200mg, & 3 70 SR A A 2 B
fkd, 79 BB ERNESZ 1 UUAEMNG YT, 81 Bl B ALEFNGIT . RAKITEALLE
120 JA#EAT .

67 lISE ML 32 VLK MERIATT I 32 R M 66 151 22 B FINA YT K32 R S it & 24 4
% CRETHENLATH 2GRS, 80 s R B2 B0RIG S5 ), FRAIN T I7 20T
NOGEE0F B 5E AR 63% A 1, FALFERE A 34 %, 35% NN, 15%K HIV
FHPE 2 (AL CD4 i TH5L 468 NIA/L) . KB HUEH — TN A 25 (62%);
18% £ WA Akt A A 2530

PR 15 IR WIS 1] 10 58 SCRTR YT 398 10 o I PR 7 245 400 2 8 8 78 VOB i 97 45 SR T 4
(BURE IR ZE D 25 KD hE— IR ERIRRT, SeERHmt, N
TIEWEMRIRT A5 24 BB FRIL T Ik LR IR L . DUk ek o7 4 1
PREEFREE I R I () 83 K, R FAN 125 K. £ 2 BonfI2 5 24 A 120 J& 5
B IR AL R L

R 2: B 1 HLESE 24 AR 120 A MDR-TB BB FR M IRA

MRS TUEEMETT | REGAIA (248D + Z57 [95%Cl]
(24 +HAMhHy | HAMFABATHEEGY P-E
SIEFEZAYIN = N =66
67
F24)
REETREAL 78% 58% 20.0% [4.5%, 35.6%]
0.014
BT RIMe* 22% 42%
BT 1% 0%
TR 21% 35%
(e 0% 8%
120 >
PR FR AL 17.3%[0.5%, 34.0%)]
61% 44%
0.046
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TRIT R 39% 56%
BT 12% 3%
TR, 16% 35%
{224 10% 18%

* BT RN IR RO SR — R i B, SRR AR AT
*xH AT 24 A% 52 VIR VEMRE S 22 BGTRYT, 352 FAPL 0 BT B 25106 T KX 96/

WHIE 2 2 HWTIT 1 Wit A — AN N RUASE B 22 TR REIE 78, B ity B 22 FRE 7
i 8 JA, MiAN A2 24 J o B BENLE 2 A & HoAt VR 77 MDR-TB 25 W) A iR 77 4]
(n=23) BZE KA HAVGT MDR-TB 254 CREFNGITH) (n=24) ¥RJ7. R
P BEAL 7> 2L A 753 2P £ FE 2RI (R 8542 70 BOFF TR 73 B A, 21 A BEBLAA AR S IR 7 20 I 8
B 23 Z AN ZRFAH R BB W2 MDR-TB. 52 EGHALLEL, AREIGTH
TES 8 AR EE IR EE B 1AV 4 R ER RGP A- 0. 72268 8 FIANSE 24 J, MR B 9%
R ZE 750N 38.9% (95%Cl: [12.3%, 63.1%], pfE: 0.004) F115.7% (95%ClI:
[-11.9%, 41.9%], pfi: 0.32) .

WHFE 3 4 2b 1 AEXT IR TL, VRN AE 233 BRI Fr B PE (R T 6 /N ) MDR-TB
B DA E R MDR-TB 6975 & — 8 2. e tEAT 2.
FEAZ VR MR AR AT B 29 DR B0 YT 24 i o DUIAEWE 24 JEIGYT e iE, I B &
e E SRR PA I (NTP) KR T IER RS2 T SHATT . VAL 120 /4
BEAT . 5 120 JAR DUAMEMR IR YT OB 5 0FFT 18— 2.

(23]
Z3ER
(1) TREM¥

FEFBLA] -

DB — R BT ATP (5-ZBERRIRT ) & BG5S mk 4 2>
P25, ZR 2 G5 5 BT AR i R T b 1), DL bk s &5 i I 2
RIEAEH -

T 241 -

ZE A5 BT TR T AR TEVE AE 1 DU ME R 25 0L o FE S5 %90 BAF I 4 B bk, atpE
SRBEREMR, A1/EC MmpS5-MmpL5 ZMEESE 1A 5 DA ME M SR B IRE (MIC) 34
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AR ImPRATHEFT 7= AL U FE R PR R AR W] S E JLIAMEMR MIC 8 8~133 fi%, fi MIC
FIFE L E] 0.25~4.0 po/mb. IR HTFIG K 7> B0k AR R AR . X RAR S
IKMEIR MIC 341 2~8 £, f# MIC )75 Flik %] 0.25~0.50 pg/mL.

A2 X 241

—Ji{E MDR-TB & T IFREAIIRARAT I,  HBLS DUAEMRE) MIC /D181 4
G BATHE ) B S $ 3 MmpS5-MmpL5 #MER E I Rv0678 3 K 584547 5.
#har _EIRAMHERE AR 43 B MO S 55 W] R RO B2 T B

NG M S e R -

T 50 U] DU W RRAE AR SRS DK 73 45 4% 70 B B 20 B R IR R IS G AT 2% (S0 i
RAET A LRI D

R T

LIS AR A BT RSN 580RE, JERAR & MICH . 2810, 7EImRBTT (R
2) A K 24 HREFREAE S5HLE MIC [WAF(EA DG,  H B TS AR & DLk v
W) 2 BT R AR A . FE PR A VBT I BRI BL W 24 45 % K

R THY R M Pk s IRk AT 20 O S I, N TEAG 0.008~2.0pg/mL H]
WEESE . MIC BB RV BRI 770 vk 1) A2 A 58 4 A B B 1K DTSRI B2 o i i
SE HBMAE SRR LR PR B E AT . ARAEH Lowenstein-Jensen (L)) #5772 iE172Y
BOAES . DUE MR AR RAE — TR 1% . KRBT 10° BT A H e
B TR AR [ A 7 2

WFFE 1. 2 A0 3 xS A IE AR AR i 245 I PR 0 B0k, SR BRI (e Fn7)

HIMERENE (REMA, THI & RZMEE, HhmAglE K frmA 7R E)

CHAMD DLAPERR MIC 34T T .

N

B 1: WH9E 1. 2 A1 3mITT 32iE 4 MDRuer-TB 70 S £k I DKL MIC 2045 : BfigiE (2D

W7 (REMA) - CHD

9T 1. BFSE 2 AIBFSE 3 mITT 32k WEFT 13 WFFC 2 FIFSE 3 mITT 523k & 3k 2k
FE LR PR 43 B MR ) B ik DLk g mpf I PR 43 B RR ) REMA 2 ULIE MR MIC 43
MIC 4>#i (MDRuer-TB, N=201) #i (MDRuer-TB, N=200)
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%
= 11%

a
100 4 ‘ p W0
150 15.0
w00 4 ma
50 50
n i

=0800s 003 006 012 02F 05 = 00E D1F 203 D6 012 02 =05

DUL IR MIC (pg/mL) DUk Rk MIC (pg/mL)
WEFL 1A 3 2 FE A A5 A% 7 BOFF 1R 3 B RRIK) MIC FIER 24 JRIRIG R 5L B 30 N 3%
3. WRIEBIMAEIE, AAAAEEILL VA MIC AR A4 /A FE R

R 3: HIAR LABTR 3 mITT ZiRAFE R VXM MIC 5] K958 24 F3EFREAR (55 24
JA%E, BEEARE)

F 2k ULIAMEMR MIC (ug/mL) DUKMERRIGTT 40 24 JA B 3756 R
n/N (%)
7TH11 B i 7TH9 Wik (REMA)
<0.008 2/2 (100) 21/25 (84.0)
0.015 13/15(86.7) 33/39 (84.6)
0.03 36/46(78.3) 70/92 (76.1)
0.06 82/107(76.6) 45/56 (80.4)
0.12 36/42(85.7) 6/7 (85.7)
0.25 3/4(75.0) 3/4 (75.0)
0.5 5/6(83.3) 0/1 (0)
>1 0/1 (0)

N = GEIENZREBIEG n= FHZERZREFIEG MIC = RIIEIRE; BR=TF 7%

WEFE 3 T RONAE ) 19 ) JE 3 AT 17 AR ) 2k A1 R 70 B R 1K) Rtk DL ok ek 245 S8 6

iR GELRRIIELL)S, FrA 4 REINE 24 SRS S5 o X 19 PIEF A 12 f]E
B LR 5 DUAMEIR MIC 3 1>4 £ . 31X 12 BRIELR 5 5 B bR 1) 9 #RIHAT T 564
WP, REI ATP & RERN TR . KIIX 9 ML 7 Rv0678 KA, 12 i Jlik
MENRR MIC 3895 491 45 11 451 12/12) WL pre-XDR-TB 5k XDR-TB &3 .pre-XDR-TB
e SCART—Fol G T B — o 2RI E T 25T 251K MDR-TB 43 Bk, XDR-TB #5&
SR — T g e T AL — b — R 25 241 MDR-TB 4 Bk . ARHE LA 2,
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DULWERR MIC HHn>4 5 5218% (5/12) FINZHR (5 120 J 2% miif (R IR 45 REHD
5 DUEVERR MIC H9hn<4 f5r)320E (3/7) Afl.

JFUEE AR 25RO G0 R SR A S 6 5 6] R Rt 00 AR DRAIE 6 A #E AR 52 RIR %
JE o A AR LI M RRCRY AR BEAT (0 52 AR 3R 4 o) R 31 MIC BTG .

R 4 ERBRREN NGRBEHAT S BT R H37TRv 2580 B R B HIVEE

(FEX] D&Mk MIC (pug/mL)
THY 12 7H10 B gk TH11 BRfEYE:
SENZ A B B 0.015-0.06 0.015-0.12 0.015-0.12
H37Rv
(2) 2R3 11%

DU Wb 2 R A AR, AR N-B 25 AR (M2) .« SERHAL S YIHELE,
M2 IR PR R (23%~31%) FIHT SCAT GRS BUR (K 4~6 f5) , Bk
M2 W AT ROE R E A 2810, M2 MRIRE BT QT KA K.

o JUk H A 2

WA 1, RS — A EIEEITH, DUEEME T 24 QTCF T34 (£ Fridericia
JNERIE) KT 2EFNGITH G VA 9.9ms, & FIZHA 3.5ms) o N
LN 24 JRTT WIE] QTR M R8Ny 15.7ms, T2 NGIT44 6.2ms (55
18 JA) o DUAMEMMAITES S, QTCF EWi/N, fEWFFIIEE 60 MR, H-PHH 5%
AR AR A

WHFE 3 b, BOA IRIT IR R BF A b SE K QT M2, BIEEIEFY, [
A DLGE RN 3 35 QTeF [EISE K BN, 567777 % QT K2R E kL.
BB FH DL W T R A FH oAt QT eF TR HAE K A2, ~F38 QTR RN ki FE 46
23.7ms, QTcF Exif AL 480ms; 1 /£ (] &/ M P LAt ST K QT 25 i) i 2
W, SPY) QTR fEK I 3 4R 30.7ms, I HAE—f7 34 QTcF B R i 500ms.

FHEMA

BUEAEH -

FERBR, DUAMEMKAE ik 10mg/kg/day B f K 2 &, ABRAEEME. KRAE
2R KRR (AUCS) ZAE I kR 32 il E LS B 1 BBk B 1 21 2 1%,

B

b
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FEARSNEEFL A A I E R4S (Ames) 5. RSN ALY ChEMRERD IE
17 SR A GRS AR /N B B O e s ARSI 2 B0 A B BT AR 1

B

FERENEMIMENE R SR BEAT VAL I, DA MERON A2 E S Tosomi . ERBRAIR S, R
MR BNA St R BRI ERE S HU™ A KRR NN A I B FE & (AUC) AN
AR 2 15, M RUMETASE ARFEAT T, RAAMSET AR TR FL
RENIRIE A AT E « ZBCRETT A IBCETRRE /1 A W B 22 7Lt 2
Fe T VLA )5, mA R NEE TR, BRI ETENRERER.
FLI P9 ULIK MR FRAR P BEAAR I e KR L 6~12 £

HoAt w1

DGR R — R T PSRTEZ9Y), W S sh W AERERE R LT IR 4.
HREFFENRREZR , EERETRRARARAST (MPS) 4ifgrt. ik
BT e 25 H B0 2 U A B AR A 6 20 A SR PRGBS
PRAES . BFAE. B BRIl BURAECT B, SRR, XERHEEIKE .
N, WD R EAENIAAE. B, PIRLT IRK 5 B FE (B
AUC 1) 2325 26 2 )5, KEMHR. R, TSRS 2 2ImT. /£ 12 K E I
ZJEARME R iRk, HAEMRFIEREM AL 1R R RIS EiRAE 1,
B SR 3) B JECRE AR PR 200 M A KA R %

[543 /%]

1. #id

DUTK PR S — Aot — 57 FEWE ISR T BT T 245 o DA MR 3 B A= S A AR, AR R
N-SL L HILAREY) (M2) o SEMALEMEEE, M2 N7 E (23%~31%)
MBS B I BAR (IR 4~6 %) , BN M2 I PRIT RO w5 EH . SR,
M2 IR EEALT-5 QT [AIIE A 5%

T

EORZ 2 G, —MRAEL 2 JE KL 5 /N TR MEMRIE 2] MR IEIRE (Cra) « 1E
B 5 ) B e 1) BV ] 9 [700mg Bk 45 2 (AT 1.75 %) ], Conax FIZGI 45 T HI
B (AUC) HITHE S AIEROER .. DUEMERR S & K 22 g REITPRER (35558 TR)
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[ AR R AR A P 0] FE BE R 28 B R IR 3 R 2 2 . R, DLk maemk )32 5 & IR R
PAFR e e R AE R FE 2

il

DUEMEMR MR R 145 AR KT 99.9%. 78 H S = (1970 A3 B AU T K28 1641

AR

CYP3A4 SR AN &AT T LI MERRAR R AR i N- 5325 R BRI (M2) s i
(3222 CYP A LA, b M2 HU BT 21T 4~6 fi%.

K F Conax Z 5 » VUIEWEMR VA L= Fi5 B PR AIC o DLIA MR Az N- 5125 AR (M2)
P S AR RR L )y 5.5 M H o B HIZ AR BRAE P R Sk 1 41 JE H 2000 1
ULIEERA M2 12518 B il

Hedtt

T IGPRATHES, DUAVE 3 ZE I S HME . ZENG PRI 7SR, FRIB R DU e i
23R AR T B0 T F 25770210 0.001%, 3875 JEU7R 26547 () 5 VS ok S i T 364

2. BRABLNB 1%

FFD)pED 2 : 400mg A i Bk 2 24T 8 49 T 3 (Child Pugh B) HIRZIX#FH 2
Jei, UUKMEMRRT M2 o35 FEE (AUCe2n) HLIEREZIRE KL 20%. MAR7EESE
JH5 T B AR ST (W LEEFED] D .

BLYEa 2 : Al T 2AE B DhRe 1R W 1 AT 70T FT . R A DIk m bk A
k> (<0.001%) .

TEXTHSZ A 200mg 4 3 IKVAYT I MDR-TB & BT I — IR A 2R 80 )1 2 4y
P, ARAIULERE BR 3] g VAP ) 254080 117248 ik, T ek 52
1T ANG 0T DLIA MR 1 i B AR AT Wi R SRR o H, o) B 58 W 400 35 iy 75 22 1M
TOE AT BN A AT R 2RI B B, ROA S ThREREAS 4% A 51 AR 25l oA AARC
AL FT e S BOIAFERRIR P T o T DU M5 10 3 B B 2 TR ) BE 4 5, AN ORTT
RETE AL ML V0 AT B RS AT X 25537 ok AL 2 v ) DL e b

PE3: AEXEEZAMIATT I MDR-TB B3 AT () — WU A 253 150 irh, R
W52 1) 55 RN L PR ) 22 e B A7 AR I PR S 22 37

Pl PRI 77 TERESZ AR 6T 1) MDR-TB &8 34T I — TR A 245 X80 )12 57

7
Hrer Bl BN EE K DA AUC LA R B IR 34%. IXFMICER B IR &
17



S, BONTE G RAREG Hh A L 52 31 DLk e mph 22 5 B 55 B 2 IR AE B R R o B, AT
Tl 2 1] 56 F8 24 JA DUIK IR A 7 A1) 5B FL R BT 264 2.

HIV B 5 HIV-TB & e B2 R A S Il KRB A IR (S0 LERF ]
LA EERT D .

ZFAA: A 65 5 KL A% E R h R A O A IR

TEX 2 A AT MDR-TB B HEAT I — TR AR 2R3 S35 0k, SRR IAE
S DUk EMR (1 25430 %

JLFLER: ARV & SR TUAVEMLE )L 28 Bk 2R3 1%

3. BY-Z I ESEA

FEARSL,  DULMER AR 22 B 25 i DL R BRI CYPA50 (¥ . CYP1A2,
CYP2A6. CYP2C8/9/10. CYP2C19.CYP2D6. CYP2EL. CYP3A4. CYP3A4/5 fil CYP4A,
ARt A 215 S CYP1LA2, CYP2C9. CYP2C19 5 CYP3A4 i 4.

PRAMIFFE R, DUAMERRZ CYP3A4 (MR, BRILHEAT T AR B PR 25940 LA B 10
W9t

AEmE: Ag REs2 iR 2 50 B DUk (400mg £ H 1 3k 14 K) 5Z5 B
Mg (400mg BEH 1 k3L 4 KD BG4 25 mT A DIAEEMR ) AUC2an Cimax A1 Crnin 73 1145
M1 22% [90% CI (12, 32) 1. 9% [90% CI (-2, 21) 1F/133% [90% CI (24, 43) 1.

FY e AE— DU R 32 1R HBEAT 10 VLA mE ok 5 77 = 300mg A1 AR T £ 71 &
(600mg, £FH 1 k3t 21 K) W EAE B s, DA AUC BEK T 52%[90%
Cl (-57, -46) 1

PEEZY: (A HEERE ok 270 5 DUAMEMR 400mg A H 1 YR 2 715 5 4 kit
BREERZ (300mg/2000mg AEH 1 70 BRERJG, RS LA, A kit R
[f) AUC K AR I R AR S HE SR

FE—T%) MDR-TB 883 HEAT I 22 R R PRAIT FE v, ARLEE B DLIA Mo
CHETHE RIER. WHERRG . AU 2 oA 2 E R A 25 80 )1 272 A 1 SR j i

T VLA FIFEAHSF7: AE— T 400mg H75) & U1k eI 5 22 77 Sy UL AR (400mg) /
FFEAE (100mg) & H 2 WILHZ 24 REHEREZRE 2 EAERB T, Tk
WA AUC B4 11 229%[90% CI (11, 34) ], 10 T-44 Crex A< 52 B B

FFHAF: HIV G EE rh iR DA 400mg 5 257843 354 % 200mg 45 H

2 3L 4 JE B A 45 24 R 3 B3 DL IA M I e R AR I A DR KR
18



15T C: AEAR RS2 ARE Hh 57 & DLk bk 400mg 5 KiE 6 600mg 5 H — ik
GYa2 27 RIF, DURWEMR AUCin R %40 20%; DUIAPEMRAY) Crax AR . DR MR 3
ZARHT (M2) 1] AUC M Croax 73 3G I T 70%A1 80%. A PFAG DLk MEMR AR S 25
2y Ja A AR XS DL AT M2 (25X 152 5000 .

Qac D)
G, wWE, 30°CLLUFRAF.

(2]
8 5 5% S R O (HDPE) i, i A KM (PP) )L 22 4= 55 ANUSE N % 35 4o 24, 188
& .

(A% ]
36 ™ H

(HATHRHE]
JX20130143

(i O 24 i dEAHIE S ]
H20160634

(A4 ]

M4 F%: Kemwell Biopharma Pvt. Ltd.

A= ihl: 34th KM, Tumkur Road, Teppada Begur, Nelamangala Taluk, Bangalore
-562 123, India.
AR T

ARR: P AR 2 IR A

Hudik: BRVGAE VHZTTHORIX AL 34 5

HEECAS: 710043

iG-S hg: 400 888 9988
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B S, (029) 82576616

WAk : http://www.xian-janssen.com.cn
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